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DETAILED ACTION 
Status of the Application 

[1] A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1 .1 14, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1 .1 14. Applicant's submission filed on 
3/8/2005 has been entered. 

[2] Claims 1-2, 4, 11, 13-14, 22, 24, and 26 are pending in the application. 

[3] Applicants 1 amendment to the claims, filed 3/8/2005, is acknowledged. This 

listing of the claims replaces all prior versions and listings of the claims. 

[4] Receipt of a declaration filed under 37 CFR 1 .132 (the "Tsuruhami Declaration"), 

filed 3/8/2005, is acknowledged. 

[5] Receipt of an information disclosure statement (IDS), filed 3/8/2005, is 
acknowledged. 

[6] Applicants' arguments filed 3/8/2005 have been fully considered and are deemed 
to be persuasive to overcome some of the objections and/or rejections previously 
applied. Rejections and/or objections not reiterated from previous office actions are 
hereby withdrawn. 

[7] The text of those sections of Title 35 U.S. Code not included in the instant action 
can be found in a prior Office action. 



Application/Control Number: 09/806,413 Page 3 

Art Unit: 1652 

Claim for Priority 

[8] Applicants 1 claim for foreign priority under 35 USC § 1 1 9(a)-(d) to Japanese 
application 10/294675, filed 9/30/1998, is acknowledged. A certified copy of the foreign 
priority document has been filed in the instant application on 3/30/2001 . 

Information Disclosure Statement 

[9] With the exception of Hoesel et al., all references cited in the information 
disclosure statement (IDS) filed 3/8/2005 have been considered by the examiner. A 
copy of Form PTO-1449 is attached to the instant Office action. 
[10] The reference of Hoesel et al. has not been considered as it is in a foreign 
language and there is no statement of relevance for the document in accordance with 
37 CFR1.97(a)(3)(i). 

[11] If the examiner has inadvertently overlooked an IDS that has previously been 
filed in the instant application, applicants' cooperation is requested in alerting the 
examiner to this IDS in the response to this Office action. 

Specification/Informalities 

[12] A substitute paper copy of the sequence listing has been filed in the instant 
application on 7/18/2001. However, the examiner can find no statement by directing 
entry of this substitute paper copy of the sequence listing into the specification. 
Applicants are requested to provide such a statement. 
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Claim Rejections - 35 USC § 112, Second Paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

[13] The rejection of claims 24 and 26 under 35 U.S.C. 112, second paragraph, flf [6] 
of the Office action mailed 12/10/2004) is withdrawn in view of the amendment to the 
claims. 

[14] Claims 1-2, 11, 13-14, 24, and 26 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

Claims 1 (claim(s) 2 dependent therefrom), 11 (claim(s) 13-14 dependent 
therefrom), 24, and 26 are indefinite in the recitation of "naturally-occurring polypeptide." 
MPEP 21 73.02 states, "[i]f the language of the claim is such that a person of ordinary 
skill in the art could not interpret the metes and bounds of the claim so as to understand 
how to avoid infringement, a rejection of the claim under 35 U.S.C. 112, second 
paragraph, would be appropriate." In this case, it is unclear as to the physical and/or 
chemical characteristics that distinguish a polypeptide that is "naturally-occurring" from 
a non-naturally-occurring polypeptide. In other words, how does a skilled artisan 
determine whether a polypeptide, which otherwise satisfies all of the recited limitations 
of the claims, is "naturally-occurring" or non-naturally-occurring. For example, if a 
polypeptide that has an amino acid sequence that is identical to an endogenous 
polypeptide is recombinantly produced using a microorganism as recited in claim 1 as 
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an expression host, is the recombinantly produced polypeptide considered to be 
"naturally-occurring?" If such a polypeptide is not considered to be naturally-occurring, 
then how does one distinguish this recombinant polypeptide from the corresponding 
endogenously expressed polypeptide? In the absence of such distinguishing 
characteristics, it is unclear as to the scope of claimed polypeptides. It is suggested that 
applicants clarify the meaning of the claims. 

Claim Rejections - 35 USC § 112, First Paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner 
and process of making and using it, in such full, clear, concise, and exact terms as to 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 

[15] The new matter rejection of claims 1-2, 11, 13-14, 24, and 26 under 35 
U.S.C. 112, first paragraph, fl| [7] of the Office action mailed 12/10/2004) is withdrawn 
in view of the amendment to the claims, specifically, the recited hybridization conditions. 
[16] Claims 1-2, 11, 13-14, 24, and 26 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contain subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of he claimed invention. This is a new matter 
rejection. 
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Claims 1 (claim(s) 2 dependent therefrom), 1 1 (claim(s) 13-14 dependent 
therefrom), 24, and 26 recite the limitations "wherein said polypeptide has an enzymatic 
activity at pH 2.5 to 3," "wherein said polypeptide is stable at 50°C or less," and 
"wherein said polypeptide has an approximate molecular weight of about 47 kDa as 
determined by SDS-PAGE." MPEP § 2163 states, "when filing an amendment an 
applicant should show support in the original disclosure for new or amended claims" 
and "[i]f the originally filed disclosure does not provide support for each claim limitation, 
or if an element which applicant describes as essential or critical is not claimed, a new 
or amended claim must be rejected under 35 U.S.C. 1 1 2, para. 1 , as lacking adequate 
written description". 

Regarding the limitation, "wherein said polypeptide has an enzymatic activity at 
pH 2.5 to 3," applicants refer to p. 47, line 25 to p. 48, line 1 of the specification as 
supporting the recited limitation (see p. 5, top, of the response filed 5/9/2003), which 
states, "[a]s a result, it was found that its optimum pH was from 2.5 to 3.0." This 
statement specifically refers to the characterization of the A. fumigatus diglycosidase of 
SEQ ID NO:8. While this disclosure supports a polypeptide of SEQ ID NO:8 having 
enzymatic activity at pH 2.5 to 3.0, it does not support a]l polypeptides as encompassed 
by the claims from microorganisms other than A. fumigatus having enzymatic activity at 
pH2.5 to 3.0. 

Regarding the limitation, "wherein said polypeptide is stable at 50°C or less," this 
limitation was added in the amendment filed 10/30/2002, however, applicants have 
failed to "show support" for this recited limitation. The examiner acknowledged support 
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for this limitation at p. 50, line 2 of the specification (p. 4, top, Office action mailed 
1/10/2003). However, it is noted that the disclosure of "stable at 50°C or less" refers to a 
diglycosidase activity from those microorganisms listed in Table 6 at p. 45 of the 
specification. While this disclosure supports a polypeptide isolated from those 
microorganisms listed in Table 6 having diglycosidase activity that is stable at 50°C or 
less, it does not support a diglycosidase polypeptide from microorganisms not listed in 
Table 6 that is stable at 50°C or less. 

Regarding the limitation, "wherein said polypeptide has an approximate 
molecular weight of about 47 kDa as determined by SDS-PAGE," applicants refer to p. 
47, lines 8-10 of the specification as supporting the recited limitation (p. 7 of the 
response filed 10/17/2003), which states, "[a]n SDS-PAGE analysis confirmed that the 
enzyme [SEQ ID NO:8] was purified as a single band of 47 kDa." First, it is noted that, 
while this disclosure supports an enzyme of SEQ ID NO:8 having a molecular weight of 
47 kDa, it does not support a limitation of an enzyme having "an approximate molecular 
weight of about 47 kDa..." (underline added for emphasis) as recited in the claims. 
Second, it is noted that the claims encompass diglycosidase polypeptides from 
microorganisms other than A. fumiqatus and the disclosure of "[a]n SDS-PAGE analysis 
confirmed that the enzyme [SEQ ID NO:8] was purified as a single band of 47 kDa" fails 
to support diglycosidases other than A. fumiqatus diglycosidase of SEQ ID NO:8 having 
a molecular weight of 47 kDa. It should be noted that, if this limitation is deleted from the 
claims, a scope of enablement rejection of claims 1-2, 1 1 , 13-14, 24, and 26 may be 
reinstated. 
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[17] The written description rejection of claims 1-2, 11, 13-14, 24, and 26 under 35 
U.S.C. 112, first paragraph, is maintained for the reasons of record and the reasons 
stated below. 

RESPONSE TO ARGUMENT: Applicants rely on the Tsuruhami Declaration in 
support of their position that the genus of claimed or recited polypeptides is described 
by the instant specification. According to applicants, a skilled artisan would not expect to 
find substantial structural variation between the "naturally-occurring" diglycosidase of A. 
fumigatus and the "naturally-occurring" enzymes within the scope of the claims. 
Applicants argue numerous representative species of the recited polypeptides have 
been isolated and characterized, referring to Table 6 at p. 45 of the specification. 
According to applicants, a representative number of species is disclosed "since highly 
stringent hybridization conditions in combination with the coding function of DNA and 
the level of skill and knowledge in the art are adequate to determine that applicants 
were in possession of the claimed invention," referring to Example 9 of the Revised 
Interim Written Description Guidelines Training Material. 

Applicants 1 argument is not found persuasive. Whether the genus encompasses 
polypeptides having "substantial structural variation" is not at issue. The issue is 
whether the single representative species of SEQ ID NO:8 is sufficient to describe the 
recited genus of "naturally-occurring" polypeptides. The Court of Appeals for the Federal 
Circuit has held that a "written description of an invention involving a chemical genus, 
like a description of a chemical species, 'requires a precise definition, such as by 
structure, formula [or] chemical name/ of the claimed subject matter sufficient to 
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distinguish it from other materials." UC California v. Eli Lilly . (43 USPQ2d 1398). The 
CAFC has also held that "A gene is a chemical compound, albeit a complex one, and it 
is well established in our law that conception of a chemical compound requires that the 
inventor be able to define it so as to distinguish it from other materials" Amgen Inc. v. 
Chugai Pharmaceutical Co. Ltd. (1 8 USPQ2d 1 01 6). 

In this case, it remains unclear as to how a skilled artisan - in view of the single 
disclosed representative species of SEQ ID NO:8 - can distinguish the subgenus of 
polypeptides that are "naturally-occurring" from the larger genus of polypeptides that 
includes both "naturally-occurring" polypeptides and non-naturally-occurring 
polypeptides. 

Given the lack of description of a representative number of polypeptides, the 
specification fails to sufficiently describe the claimed invention in such full, clear, 
concise, and exact terms that a skilled artisan would recognize that applicant was in 
possession of the claimed invention. 

Conclusion 

[18] Status of the claims: 

Claims 1-2, 4, 11, 13-14, 22, 24, and 26 are pending. 
Claims 4 and 22 appear to be in a condition for allowance. 
Claims 1-2, 11, 13-14, 24, and 26 are rejected. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David Steadman, whose telephone number is (571) 
272-0942. The Examiner can normally be reached Monday-Thursday and alternate 
Fridays from 6:30 am to 4:00 pm. If attempts to reach the Examiner by telephone are 
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unsuccessful, the Examiner's supervisor, Ponnathapura Achutamurthy, can be reached 
at (571) 272-0928. The FAX number for submission of official papers to Group 1600 is 
(571) 273-8300. Draft or informal FAX communications should be directed to (571) 273- 
0942. Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the Art Unit receptionist whose telephone number is 
(703) 308-0196. 



DAVID J. STEADI9AN, PH.D. 
PRIMARY EXAMINER 




